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Executive summary

T
he issue of food safety and food-bome risk is gaining widespread public

attention. Building and maintaining the confidence of the various

stakeholders in food safety systems entails the need to explain clearly the

role of ethics in food safety policy development. There is broad international

agreement that food safety standards and related guidelines must have an

objective basis in science. It is also evident, however, that risk analysis, and

especially risk management, require that numerous subjective and value-laden

factors be considered in determining the appropriate level of protection and in

guiding the choice of the optimal risk-management option(s). The scientific

community' has developed ways to resolve disagreements over scientific facts, but

disagreements over the value and ethical components of food safety decisions are

often much harder to sort out.

To address these issues, the Food and Agriculture Organization of the United

Nations (FAO), in collaboration with the World Health Organization (WHO),

organized an Expert Consultation on Food Safety: Science and Ethics as part of an

ongoing effort to address ethical issues in food safety adequately. The aim of the

Expert Consultation was to advance the global debate on the roles of science and

ethics in food safety' decision-making, thus guiding deliberations within FAO and

WHO on their food safety' programmes and informing the wider community.

Specifically, the Expert Consultation was asked to:

• [define] value judgements included in the risk analysis and make

recommendations as appropriate;

• provide practical guidance for improving risk communication at national and

international levels;

• make recommendations on food safety policy and procedures in the context

of food aid situations; and

• make recommendations on food safety policy in relation to the "right to food".

Risk analysis generally involves a process involving three phases: risk

assessment, risk management and risk communication. All three phases involve

making value judgements. Many, if not most, of these judgements are ethical in

nature, or have implicit ethical dimensions. Such judgements fall under both the

"sound scientific analysis" and the "other legitimate factors" clauses in the Codex

Alimentarius Statements of Principle Concerning the Role of Science as well as in

Thi © On©
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similar documents used in national systems of risk assessment and risk

management. Taken together, these elements include a variety of economic, legal,

cultural, social, environmental and scientific values needed to conduct an

adequate risk analysis.

The triggering event for a specific risk analysis can potentially be of great

ethical significance. The fact that a risk analysis is undertaken often reflects a prior

judgement that some person or group should take action to reduce the likelihood

or severity' of harm, or that someone should provide potentially affected parties

with an opportunity to give or withhold consent, or that there is someone who

could be held responsible for harms that might eventually ensue. Each of these

"shoulds" and "coulds" can have an ethical, and sometimes legal, dimension. In

this context, the ethically laden question of how much precaution is necessary

comes up repeatedly and often plays a decisive role. These possibilities mean that

the decision to conduct a risk analysis is not one undertaken out of idle scientific

curiosity. It is rather one in which prior ethical understandings of the roles and

responsibilities of both private sector stakeholders and government agencies are

deeply embedded.

The interaction between science and ethics for the most part works smoothly,

but the value and ethical components of food safety risk analysis are often less

than transparent. There is thus a need to be more explicit about broader social,

cultural, environmental and other values that are inevitably incorporated in

science-based food safety decisions, in order to enhance and maintain the

trustworthiness and integrity of those decisions. In this regard, international food

safety organizations must make clear that science, while an important tool, is not

sufficient in itself for food risk analysis and that it needs to operate within an

ethical framework. Organizations must also develop and adopt procedures that

facilitate discussions and debate over the ethical dimensions of their food safety

policies, with the continued and increased involvement and participation of the

affected private sector and international non-governmental organizations

(NGOs).

Risk communication about food hazards, risk assessments and risk

management should take as its primary point of reference the perspective of those

affected by the risk. Risk communication should address the question: "Is this food,

with these known risks, safe?". Since the most difficult issues in food safety

decisions generally involve competing values and interests, it follows that much of

the risk communication in food safety policy-making should focus on the value

and ethical dimensions of the decision. As the international food safety system

comes to terms with its need and its responsibilities for risk communication,

several considerations should be kept in mind. First, communication should ensure

that ethical components of food safety decisions are clearly identified as early in

vi
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the process as possible. Second, the system should function so that value-laden

choices made by risk managers are made in an open, participatory way that

respects the rights and roles of all stakeholders. Following such a strategy will not

necessarily make food safety risk analysis more efficient, as dealing with all

difficult questions may be time-consuming. But a strategy that is more sensitive

to ethical issues should make food safety risk analysis more effective, by making

decisions sounder, more transparent, more democratic and better understood.

This, in turn, should make risk analysis decisions more acceptable to, and useful

for, the governments and citizens of all nations.

The human right to adequate food is recognized in several instruments under

international law. The right to food implies the right to produce or procure the

food one needs and it demands that those who for reasons beyond their control

are unable to do so be provided for.

Value judgements in food safety decision-making can remain implicit until

necessity, borne of crisis, demands their exploration. We are often faced with

significant value judgements in famine or food shortage situations where the focus

is on providing food to ensure the very survival of a population. In these

circumstances, the discussion of other values is eclipsed by the quest for food. It

is, however, important to reflect on the values that apply to food safety systems

generally and see what practical implications these have for handling food safety

in situations where people's access to adequate food is at risk. Such reflection

helps to improve our forward planning to ensure that ethical questions are not

overlooked even in crisis situatiorrs.

If international food aid takes place in the context of crisis situations, how are

the ethics of the food safety system applied? To address food safety concerns of

people in situations of distress in a trustworthy way, donors must understand that

people in these situations have substantial reasons for general distrust.

International food aid, as an international allocation of foodstuffs, should

therefore be subject to the same food safety standards as foodstuffs moving in

international trade. It is sometimes claimed that upholding safety standards that

apply to trade during a food crisis hurts the starving population. However, a

"double standard" is not justified. Food aid professionals are confident that in

most cases, compliance with international food safety standards is achievable.

Moreover, food aid cannot burden recipient countries with ethical dilemmas

regarding potential trade-offs between the need to feed a population and safety or

other important national concerns. At the same time, deterioration in the quality

and possibly the safety of donated food often takes place after food aid has

reached the recipient country since, in food crisis situations, storage and

transportation facilities and quality assurance measures are generally suboptimal.

Sustainable infrastructure and capacity at the local level must also be established
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and maintained to ensure that adequate and safe food reaches the people who

need it. International rules and codes of conduct exist to ensure, among other

things, that food safety is guaranteed in food aid. However, such instruments

should be made more explicit and better known. The donor agencies have the

responsibility to be familiar with the ethical as well as the safety status of food

products contained in each consignment.

The right of every human being to be free from hunger is fundamental and

uncontested. The most important implication of the right to adequate food is that

states and peoples must be supported to enable them to address situations of food

insecurity themselves. The right to culturally acceptable food should not be

regarded primarily as a right to receive a specific type of food aid, but as a right to

be supported so as to create one's own food security. Support to address

sustainable food security must therefore also include ensuring the capacity in

recipient countries for food that is both safe and nutritious.

Discussion and decision-making with respect to these ethical and value

dimensions of food safety must be transparent for interested parties, participatory in

design and characterized by good communication among all interested parties. In this

regard, risk managers and risk assessors, operating at national, international or

organizational levels must ensure that their risk analysis procedures incorporate

effective means of outreach to, and inclusiveness of, the affected stakeholders.

Moreover, risk communication practices of risk assessors and risk managers -

operating at national, international and organizational levels - must include

strategies to facilitate access to these risk analysis processes in order both to enable

public scrutiny and improve substantive results. International food safety

organizations must also adopt procedures that facilitate communication among risk

managers, risk assessors and interested stakeholders - in particular by developing

risk assessment policies. In addition, they must continue to expand the involvement

and participation of private sector and international NGOs in consultative and

decision-making fora and meetings.

To participate equitably in ethical and scientific discussions in the food safety

system, the capacity of the involved or affected parties has to be built. In this

regard, international food safety organizations and other relevant bodies must

stimulate capacity building in developing countries to enable them to participate

effectively in international expert bodies and standard-setting organizations. Food

safety organizations and other bodies must also stimulate capacity building in

developing countries to enable them to incorporate into risk analysis processes

both the identification and justification of ethical and value judgements and the

application of science. •
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Background F
fAO serves its 184 member countries on a

I
wide range of matters related to nutrition,

food and agriculture. Given the differences

between countries globally, it is no surprise that

the interests of FAO member countries do not

always converge. In executing its mandate and

implementing its programmes, FAO must consider all interests and choose the most

appropriate action. It is precisely the plurality of views existing among its Members that

enriches the Organization's work. FAO provides a neutral forum in which diverse

interests can be voiced for the purpose of arriving at strong and just positions that are

widely supported by the international community.

Food safety and its regulation are of major international concern. Highly publicized

food safety problems have given rise to a general state of distrust among consumers,

the food industry and the public institutions established to safeguard the food supply.

Consumer activism has been driven largely by developed countries, but it would be

incorrect to assume that citizens of the developing world are unconcerned about

possible hazards in their foods. Often data on the level of contamination of foods are

absent, and in many cases consumer organizations are inactive. There is a lacuna of

information - at the national and international levels - in developing countries on

consumers' and citizens' concerns about food safety.

With the globalization of the market and the binding provisions of the World Trade

Organization (WTO) Agreements pertaining to the quality and safety of food in

international trade, governments of developing countries are increasingly concerned

about international food safety standards and regulations that create barriers for the

entry of their foods into international markets. At the same time, consumers and

regulatory agencies in developed countries are worried that poor capacity in

developing countries is reducing the level of protection provided by international

standards. They all look to FAO and other concerned international organizations for

guidance.

The Joint FAO/WHO Codex Alimentarius Commission plays a crucial role in

building international consensus on food standardization issues. True consensus,

however, depends on the effective participation of all parties. But many developing

countries lack the highly specialized experience and expertise in various aspects of

food safety science to influence the international food standardization process to the

same extent as most developed countries do.

Risk analysis has gained widespread international support as the framework within

which decisions related to food safety should be made. Such analysis responds to the

international call for food safety measures to be based on scientific evidence and for

transparency - principles echoed in theWTO Agreement on the Application of Sanitary
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and Phytosanitary Measures (SPS). The Commission has been consistently and

progressively adopting the risk analysis framework throughout the Codex process and

has reconfirmed the fundamental role of science in its standardization work. However,

the fundamental role of science in food safety decisions does not preclude the need to

consider ethics. There are value judgements involved throughout the risk analysis

process that should be clarified if we are to ensure transparency and engender public

confidence in food safety policy. Failure to address this issue satisfactorily will

undermine efforts at facilitating international consensus on matters related to food

safety governance.

A clearer understanding of the roles of science and ethics in food safety decision-

making is relevant to all parties involved in shaping food safety policies at the national

and international levels. IfFAO and WHO are to carry out their mandates in the area of

food safety effectively, they must maintain their trustworthiness and neutrality in the

eyes of all their member countries. In recognition of this, FAO, in collaboration with

WHO, decided to organize the Expert Consultation on Food Safety: Science and Ethics

as part of their ongoing effort to address ethical issues in food safety adequately. •

2
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Introduction N

5

ew scientific knowledge gathered

through experimentation and applied

research improves our understanding

of the world and is an important tool in making

decisions about our role and our actions in the

world. Science helps us solve problems by

predicting the likely consequences of our actions

in response to challenges we have encountered. It is dynamic in nature, constantly

questioning and challenging existing knowledge, and thereby expands our boundaries

of understanding.

Emerging technologies pose additional challenges. Applying new technologies

transforms societies in unfamiliar ways. New practices, new institutions and new

interpretations often must be developed in response to new problems. These

challenges call for new means of problem-solving and decision-making. Solutions can

be further complicated by the seemingly disconnected and potentially conflicting

information released to the public about emerging technologies as diverse interested

parties promote their latest discoveries and points of view.

In spite of the power afforded by scientific knowledge today, its usefulness lies in

the social goals that it helps to achieve. Scientific enquiry should be embedded in

broad social values and underpinned by ethical principles.

Ethics refers to principles that define behaviour, action or rules for action (including

policies) as right, good and proper. Such principles do not always dictate a single

"moral" course of action, but they do provide a means of evaluating and choosing

among competing options.' Statements on ethics include the articulation, defence and

interpretation of such principles, as well as the application of principles to specific

problems. Within ethical discourse, a range of perspectives accommodates and

reflects the diversity of human experience.

The application of science is not separate or divorced from ethics. It is based on a

series of decisions and interpretations, each of which is coloured by the values we

hold. Scientific actions are founded on our shared interest in gaining a better

understanding of the world.

In food science, and food safety science in particular, these values have always been

implicit. The need to build and maintain trustworthiness in the food safety system,

however, demands more transparency. The values embedded in the decisions that

underpin that system therefore must be defined and clarified to make decision-

making more transparent and to enhance understanding of the choices we exercise in

ensuring food safety •

m

' See losephson Institute tor Ethics online .it hnp:/Avww.josephsomnstitute.org>'.
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Objectives of the

Expert Consultation T
he aim of the Expert Consultation was to

advance the global debate on the roles of

science and ethics in food safety decision-

making, thus guiding deliberations within FAO

andWHO on their food safety programmes and

informing the wider community concerned with

food safety management. Specifically the Expert

Consultation was asked to:

• make explicit the value judgements reflected in the risk analysis process and make

recommendations as appropriate;

• make recommendations on food safety policy in relation to the right to food;

• make recommendations on food safety policy and procedures as applied to food aid

situations; and

• provide practical guidance for improving risk communication at the national and

international levels.

In light of these objectives, and in the course of the deliberations held in Rome during

the three-day Expert Consultation, the report and recommendations below' were

developed. We see them as the first step in explicitly incorporating ethical concerns into

food safety decision-making.

The report of the Expert Consultation targets professionals in international and

national organizations involved in food safety policy-making and food safety

management activities.

We recognize that some important aspects of food policy not addressed in these

deliberations, such as the nutritional value of food or food quality, may need separate

consideration. •
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Science as a

basis for food

safety policy

i
n most countries, key food safety derisions

are delegated to specialized agencies, usually

those with a mission to protect public health.

These decision-makers need to carry out their

responsibility in an objective manner, and they

rely on technical experts and science to provide

the perceived requisite certainty and objectivity.

Internationally, food safety agencies also

agree on the value of science as a significant tool

in food safety policy-making and in developing

food standards. The general policy guidelines of the Codex Alimentarius Commission

contain Statements of Principle Concerning the Role of Science in the Codex Decision-

Making Process and the Extent to Which Other Factors are Taken into Account.

The first two of these statements follow.

1 . Thefood standards, guidelines and other recommendations ofCodex Alimentarius shall

be based on the principle ofsound scientific analysis and evidence, involving a thorough

review of all releimt information, in order that the standards assure the quality and

safety ofthe load supply.

/T\ 2. When elaborating and deciding upon food standards Codex Alimentarius will have

regard, where appropriate, to other legitimatefactors relevantfor the health protection of

consumers andfor the promotion offair practices infood trade.

The Codex Alimentarius Commission has further elaborated criteria for

considering the "other legitimate factors" referred to in the second statement of

principle listed above. The key elements in the identification of these factors follow.

• Other legitimate factors relevant for health protection and promotion of fair trade

practices may be identified in the risk management process, and risk managers

should indicate how these factors affect the selection of risk management options

and the development of standards, guidelines and related texts.

• Consideration of other factors should not affect the scientific basis of risk analysis;

in this process, the separation between risk assessment and risk management

should be respected, in order to ensure the scientific integrity of the risk

assessment.

• The consideration of specific other factors in the development of risk management

recommendations of the Codex Alimentarius Commission and its subsidiary

bodies should be clearly documented, including the rationale for their integration,

on a case-bv-case basis.

• The integration of other legitimate factors in risk management should not create

unjustified barriers to trade; particular attention should be given to the impact on

developing countries of the inclusion of such other factors.
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(For the full statement as given in the Procedural Manual of the Codex Alimentarius

Commission, see Annex II of this report.)

Codex policies emphasize that risk analysis should be based upon risk assessment

as a scientific enterprise. Since the relationship between science and ethics is a crucial

element of risk analysis, we need to clarify what is meant by "scientific". If scientific is

taken to mean rigorous, impartial and with interpersonal objectivity, then this is a

good description of the standard for which risk assessment should strive. If scientific

is meant to imply "value free" and providing the only "right" answers in the

identification, assessment and management of risks, then this is plainly wrong.

Implicit in risk analysis are some - mostly uncontroversial - value judgements, which

merit further analysis (see p. 16).

In the vast majority of cases, technical experts and other stakeholders widely agree

about what constitutes safe food. In those situations, there is no or very limited

disagreement about the value judgements made in the risk analysis process. However,

in some risk analysis situations these judgements are disputed. Consider, for instance,

the assessment of new technology, a new food production process or a newly

identified hazard. In these cases, what is "safe" may not yet be the subject of a

consensus, and risk analysis has more explicit ethical dimensions.

To make the ethical dimensions of the risk analysis process transparent, we must

first understand w'hat triggers the need for such a process. Similarly, it is not always

feasible to carry out a full analysis of all risk-related issues, from the perspective both

of available resources and of technical capacity. The reasoning followed in

undertaking and defining the scope of a risk analysis should therefore be explicit.

While risk assessment is based on science, scientific evidence and analysis cannot

always provide immediate answers. Much scientific evidence is tentative, as the

established processes of science include checking and rechecking outcomes in order

to attain the required level of confidence. Within any given time frame, the scientific

answers provided may not solve the problems at hand. The reliability of a risk

assessment is influenced by many factors, not the least of which are the appropriate

framing of the questions being asked and the relative completeness of the knowledge

of the risk assessors.

Scientific enquiry and the interpretation of scientific evidence are not entirely

objective enterprises. They involve their own set of values and principles. While many

of these are recognized and direct the scientific processes, others are obscure or

inferred. The scientific values embedded in a risk analysis need to be made explicit.

Doing so clarifies the relative positioning of these values against other value sets with

which they intersect (e.g. political or religious values).

For example, scientific values include recognizing the inherent uncertainty of

evidence and challenging or testing the veracity of accepted knowledge. This is, in

fact, part of the strength that science brings to food safety policy formulation. The
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investigative nature of science exposes systemic weaknesses, allowing for continuous

improvement of knowledge, while at the same time providing a tool for predicting

consequences of actions taken. Science is the means by which alternative options for

managing problems may be presented to both decision-makers and those affected by

decisions. Science enhances the confidence in decisions reached by making the

unknown more familiar and predictable. •
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Important values

underlying food

safety policy

T!
here is broad international agreement

that food safety standards and related

guidelines must have an objective basis

in science. It is also widely evident that risk

analysis, and especially risk management, requires

the consideration of many more subjective and

value-laden variables, to determine the appropriate

level of protection and to choose the optimal risk-

management option(s). The scientific community

has developed ways to resolve disagreements

over scientific facts, but disagreements over the value and ethical components of food

safety decisions are often much harder to sort out.

One reason for this difficulty is that value choices and ethical assumptions in

debates about food safety tend to be implied, rather than explicit. Traditionally, it has

been unusual for the scientists and risk managers who most often carry out the key

risk analysis steps to communicate openly about their value judgements and ethical

choices. Decisions usually are defended as based on "science," and sometimes on

economic costs and benefits as well, which offer seemingly objective, verifiable

evidence that the policy choice is "correct". Decisions explicitly based on ethical

principles and value preferences can be just as defensible, if society agrees broadly on

the ethical assumptions used to make policy. However, applying divergent ethical

perspectives often precludes consensus on a single "correct" outcome. In such

situations, risk managers tend to shy away from openly explaining the ethical

judgements underlying their decision.

The emphasis on science and the exclusion of ethical argument as the basis for

decisions may polarize the scientific debate. Stakeholders who find that risk managers

will not entertain a serious discussion of, for example, their right to avoid consuming

a food they believe is not safe enough, may argue instead that the food is not safe,

exacerbating technical disagreements about inherently ambiguous evidence of risks.

To increase understanding of the values implicit in decisions about food safety, the

Expert Consultation identified five groupings of values: the right to adequatefood, trust,

optimization, informed consent and equity. The first is fundamental to food safety policy

considerations because it responds to the universal human right to safe and nutritious

food, and because it encompasses other human rights such as the right to information,

culture and human dignity. Its basic, fundamental component, the right to freedom

from hunger, is generally highlighted in situations of food shortage and food

insecurity. The other values are specifically relevant within the risk analysis

framework. They are therefore examined first, here; the right to food and its

relationship with food safety will be taken up again later (see p. 16).
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In theory, a fully informed consumer might decide which food-related risks to take

and which to avoid. But in the real world, average citizens cannot collect detailed

information about the wide array of food safety issues and make their own decisions.

For the most part, these decisions are delegated to responsible authorities in

government agencies and the food industries. From an ethical standpoint, when one

delegates decisions, especially decisions affecting personal safety, one must trust the

entities responsible for these decisions. The food safety system therefore must be able

both to manage risks and inspire trust.

There are important distinctions between trusting and risk-taking. Risk-taking and

trust operate on different levels. Risk-taking involves making a decision after weighing

the pros and cons and deciding that the positive outcomes are more likely or greater than

the negative outcomes. With sufficient information about specific risks, we can build on

past experiences with similar risks and determine whether or not to accept the new risk.

Trust, on the other hand, is primarily a dimension of a human relationship, rather

than an action. To delegate responsibility for risk-related decision-making, trust

between the decision-maker and those affected is essential. Trust requires a belief in

the inherent competence of the decision-makers as well as in their integrity. In a

trustful relationship, all parties regard each other's concerns, interests and wishes

seriously. To trust a person or an institution means - essentially - to expect that they

will handle problems in the same way one would have done oneself. Risk-taking

involves acting on the basis of a decision in which pros and cons are weighed, but

trust is an aspect of a relationship built up over time.

Because of some recent food safety failures, trust has been eroded in certain expert

authorities, and some sectors of the public, in at least some parts of the world, are now

reconsidering their level of comfort with this traditional delegation.

The growing gap between traditional food-related behaviours and current reality

can put trust at risk. The need to make explicit the role of ethics in food safety policy

development is driven, in part, by the increasing distance in today's world between the

producer and the consumer Hence, the "farm to fork" concept that food safety' is best

managed as a continuum has gained great importance in recent years. This concept

recognizes that knowledge of the linkages between the consumer at one end of the

supply chain and the producer at the other end is lacking, or is coloured by traditional

understandings rather than reality. Popular images of the food system often do not

correspond to the reality of modern food production systems, its increasing

mechanization and the use of new technologies. Similarly, we seldom pause to consider

that the food system is driven by matters other than production as an end in itself (e.g.

minimization of chemical use, concern for welfare of animals, geographic origin).
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While the phenomenon of the "growing gap" is most acute in the developed world,

it also exists in the developing world where, through rapid urbanization, people are

becoming less directly engaged in agricultural production and increasingly rely on

others for their food. This gap can develop in a short time, even within a single

generation. However, the values and images underpinning decision-making are not

keeping pace with the changing reality of production systems. Furthermore, in

developing countries, social and political conditions often limit people's awareness

of food safety issues and their opportunities to engage with the institutions entrusted

with making decisions on their behalf.

OPTIMIZATION AND INFORMED CONSENT

Two conceptual frameworks are often applied to evaluating ethical issues associated

with risk and safety'.

Optimization framework

The framework commonly used in public health stresses optimization of the balance

between the costs and the benefits associated with policies and actions intended to

reduce or manage risk. Optimization relies on a series of trade-offs. The application

of this framework to food safety is conceptually straightforward, even if its execution

in any particular instance can involve technically complex analysis and data

collection. With the optimization framework, policies are not justified unless they

produce more benefit than cost, and the decision-maker who sets policy is obligated to

implement policies that deliver an optimal ratio of benefit to cost. With respect to food

safety, benefits are defined as reductions in historical rates of mortality' and morbidity

associated with food-borne pathogens; in the case of some other hazards, benefits

correspond to reductions of exposure and avoidance of risks predicted from animal

testing. These must be weighed against the administrative costs of implementing a

policy, as well as any collateral impact that the policy may have on mortality and

morbidity' or on public economic and social welfare. For example, increases in the cost

or scarcity of food owing to a policy intended to reduce pathogens could cause

mortality and morbidity associated with hunger that would offset any benefit

attributable to the reduction in pathogens. The optimization perspective interprets

ethically sound policy-making as an exercise in weighing these trade-offs.

Informed consent framework

The other framework, which has a long history in contracts and has recently become

especially important for medical ethics and for the ethics of research on human

subjects, puts central importance on informed consent in making decisions. Informed
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Copyrighted material



FAO Expert Consultation on Food Safety: Science and Ethics

consent approaches the ethics of risk as the challenge of ensuring that people who bear

risk do so knowingly and voluntarily. Advocates of the informed consent perspective

criticize optimization, because some basic individual rights are seen as overriding, and

it is not acceptable to trade them off against other values. For example, principles

underpinning the International Declaration of Human Rights clearly override policy

trade-offs where the trade-off may adversely affect a vulnerable group.

Under the final grouping of values, the value of equity was considered to be useful

in understanding the relationship and the tension between optimization and

informed consent.

\V

equity

afc££-/.
Equity, or fairness, in policy-making and in the final distribution of opportunity and

well-being, is an ethical issue that cuts across both the optimization and informed

consent frameworks for food safety. Equity concerns arise in the national context, with

respect to the distribution of risks, costs and benefits of a particular food safety decision.

Equity is also a concern in the context of a number of issues in international food safety

policy that are associated with the unequal distribution of power, wealth and

knowledge among the world's peoples. Thus, for example, food safety decision-making

may favour the interests of more powerful developed states by restricting the access of

producers from less developed regions to international markets. In some cases, local

producers in these less developed regions are displaced, and markets disrupted, by the

influx of food from countries in which a numbers of factors converge to give them a

pronounced competitive advantage. These factors include a better infrastructure,

greater economies of scale, higher levels of direct and indirect government support,

access to advanced technologies, and greater financial and technical resources to

facilitate adaptation to international food safety norms. Conformity with internationally

accepted food safety regulations often requires a re-organization of local production

systems, with considerable and abrupt social and economic impact on populations that

have traditionally relied on agriculture for their livelihoods.

In addition, available scientific data and expertise on food safety and risk analysis

disproportionately reflect the experience of more industrialized systems of food

production and manufacture. International food safety standards and other food

safety regulations are therefore skewed towards a developed country perspective.

This general ethical concern arises in virtually all areas of policy, not only policy

relating to risk and food safety.

Equity from the optimization and informed consent perspectives

The issue of equity tends to be interpreted and addressed somewhat differently

11
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depending on whether the goal is optimization of outcomes or rights through

participation and consent.

The optimization framework has typically approached equity as a problem of

ensuring that the interests of all affected parties are addressed, and that equivalent

interests are given equal weight in calculating benefits and harm. Thus, a food safety

policy that fails to consider the impact on specific groups such as women and children

is, from this perspective, inequitable because it fails to incorporate the full range of

policy consequences into its comparison of benefit and harm. A food safety policy

might also be inequitable because it fails to recognize that an increase in the price of

food has relatively greater impact on the well-being of poor people. The price of food

can mean the difference between life and death. So, in this case, a policy that

inadequately addressed the question of market access as fundamental for poverty

alleviation and economic development in the global south would be inequitable. The

principle of equity does not imply an equal policy for all; it can identify a suboptimal

policy outcome measured in terms of impacts on health, wealth and well-being.

The informed consent framework tends to emphasize the role of equal and universal

human rights. Thus, a policy is unfair or inequitable when people lack effective means

to claim goods or opportunities to which they are believed to be entitled by right. The

opportunities to participate equally in decision-making or to give or withhold consent

to risk exposures are protected by rights. Within the equity framework, this leads to

an examination of the structural aspects of a social setting (e.g. the legal protections,

technological capabilities and opportunities afforded to all parties). Inequality or

unfairness is understood primarily as a problem of denial of access to these

protections, capabilities and opportunities.

Although people base their decision-making on different values, these values may

converge on a common position. The approach that is ultimately applied, however,

can lead to important differences in practical outcomes. The participation and consent

approach is more resistant to trade-offs that sacrifice the rights of individuals and

minority groups, while the optimization approach is more amenable to seeing gains

in well-being for the majority as offsetting the loss of opportunity or right that might

be experienced by the few. •
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Systems for

managing

food safety

Ti
raditionally, food safety management

has largely been the province of the state.

Nations have established agencies

responsible for various aspects of food safety,

with the primary goal of protecting public health.

International bodies concerned with various

aspects of food safety - in particular the Codex

Alimentarius Commission - help member

countries make decisions about a range of policy

matters. While they receive advice from many

sources, including the private sector, their central aims have been to protect public

health and to promote fair practices in the market for foods. Codex standards can also

facilitate international trade in foods by promoting harmonized national regulation.

In the last several years, the private sector has taken on a greater role in the

management of food safety, especially in the developed world. Several factors may

explain why this has occurred.

1. Partly as a result of fiscal constraints, states are reassessing their roles in

ensuring the safety of food supplies. The emphasis is on achieving more effective

food safety management while increasingly delegating the responsibility for

ensuring food safety to the various stakeholders in the food supply chain.

According to this approach to food safety management, industry' is responsible

for implementing proactive food quality and safety assurance programmes

aimed at preventing food safety problems at any stage of the food supply chain

(as is seen with the Hazard Analysis Critical Control Point [HACCP] system).

There is wide consensus that regulatory food safety requirements should

facilitate industry innovation by being less prescriptive and more focused on

public health outcomes. This trend is exemplified by ongoing discussions at

international level on the establishment of food safety objectives.

2. The World Trade Organization facilitates international food trade through the

reduction of tariffs and quotas and the establishment ofcommon approaches to

food quality and safety regulation in the international arena. Large retail chains

have taken advantage of this by globally sourcing food products and expanding

into multiple nations. In particular, the developing regions of Latin America,

Asia and, to a lesser extent, Africa, have seen significant increases in the number

of international supermarket chains in their countries.

3. Among all food enterprises, the large food retailers, eager to portray their

industry as trustworthy, are tending to take on greater responsibility for the

safety of the foods they sell. In some instances, food retailers require all their

suppliers to adhere to stringent in-house or industry standards in addition to
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government food safety regulations. To enforce their proprietary standards,

these food retailers may require suppliers to obtain third party certification of

compliance. This may lead to certification being extended beyond food safety

to other product characteristics such as environmental protection, labour

relations and animal welfare. Larger food retailers may feel obligated to engage

in such activities, among other things, as a means of differentiating and

protecting their brand.

4. Food retailers are bypassing traditional supply chains in favour of direct

contracting with farmers and processors for particular products, delivered at

particular times, according to particular specifications. By this means, high

levels of product loss in the traditional supply chain are avoided, as are low or

variable levels of product food safety.

5. More and more, consumers in industrial nations desire fresh and minimally

processed products on the shelf 12 months of the year. Food retailers have

encouraged this as such products attract a price premium. By their very nature,

however, these products may pose more food safety problems, which retailers

address through their own food safety management systems.

6. Urbanization in virtually all nations requires longer supply chains, as food

consumption occurs further from the site of production. Larger food retailers

have taken advantage of this phenomenon to displace smaller vendors as a

trade-off for offering a higher level of food safety assurance.

The shift of food safety management systems from government to the food

industry has not been entirely positive for food safety, and it raises problems of equity

across social and economic boundaries. While some farmers have benefited from

contract production at higher prices, many others have found themselves unable to

participate in these lucrative markets because of a lack of skills or capital. Similarly,

many smaller food retailers have found their markets shrinking rapidly.

In countries where the government's response to fiscal restraints has been to

withdraw from comprehensive food safety management rather than to reassess and

reorganize its role - with, for example, reduced emphasis on costly state inspections

and increased emphasis on audit of industry quality and safety assurance

programmes - the effectiveness of control has lessened. The same outcome may result

where government engagement is constant or is indeed increasing but is outstripped

by demand in an expanding global food marketplace. In these cases, a two-tier food

safety system may develop in which producers targeting international markets

operate according to one set of standards and producers targeting local markets

operate by lower standards.

The dynamic environment of food safety governance systems may affect

consumers in a range of ways. For example, a negative impact may result where the

development of a plural system of consumer protection allows affluent consumers
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access to higher levels of safety than poorer consumers. This situation clearly conflicts

with the aim of state food safety systems - namely, equal protection from food hazards

for all. Similarly, consumer confidence in a government's ability to assure the safety

of the food supply might also be compromised. Moreover, producers might lose

access to international markets because of the lower safety levels of domestic

products. Key positive outcomes of the successful reassessment and reorganization

of government food safety' management systems should also be recognized. One

positive impact is the more effective and efficient use of available resources in

assuring public health protection from food-borne disease. Another important

achievement in some cases has been the institution or strengthening of procedures

and mechanisms within national food control systems that promote transparency and

accountability. This provides a sound basis for building stakeholder confidence in

food safety governance. •
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R isk analysis is commonly represented

as a process involving three phases: risk

assessment, risk management and risk

communication. In the risk assessment phase,

scientific and quantitative tools are most

intensively applied. The risk management phase

involves integrating broad social goals with

science and developing and choosing strategies

for addressing risk. Risk communication

recognizes the need for broad input from

diverse segments of the public and for outreach

to affected parties. These phases are interactive,

iterative and often take place at the same time,

making it difficult to categorize specific activities

conducted in risk analysis as uniquely assigned

to that one phase. Bearing this qualification in

mind, it is useful to review' the role of value

judgements and ethical considerations implicit

in each of the three phases.

While we use the conventional categories of

risk assessment, risk management and risk communication in this document, we

emphasize that these distinctions are far less than they are often perceived. Indeed, in

practice, risk analysis operates as a non-linear process.

• First, a given hazard is identified and a risk profile is developed to guide decisions

on how to proceed, giving particular consideration to whether resources should

be allocated to a detailed risk assessment.

• Second, a risk assessment is undertaken, according to guidelines established

during the preceding step.

• Third, the results of the risk assessment are used, along with other information, to

select risk management options; the chosen options are then implemented and the

results are monitored. While all this takes place, risk communication is occurring.

All three phases involve making judgements that are not unequivocally based on

factual evidence. Many, if not most, of these judgements are ethical in nature, or have

implicit ethical dimensions. Such judgements fall under both the "sound scientific

analysis" and the "other legitimate factors" clauses in the Codex Alimentarius

Statements of Principle Concerning the Role of Science, as well as in similar documents

used in national systems of risk assessment and risk management. Taken together, these

elements include a variety of economic, legal, cultural, social, environmental and

scientific values needed to undertake an adequate risk analysis.

Making explicit

value judgements

and other factors

that influence

risk analysis

at the national

and international

levels
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In this section, we discuss some of the sources of these value judgements and

clarify how the role of values in the three phases of risk analysis can be made more

explicit, and how value judgements are informed by ethical considerations.

Risk assessment was defined by FAO/WHO !
in 1995 as:

"The scientific evaluation of known or potential adverse health effects resulting

from food-borne hazards. The process consists of the following steps: (i) hazard

In an ideal situation risk assessment involves quantifying the probability of

occurrence of adverse health effects. In many situations, however, problems arise in

provide most of the data for international risk assessments, especially on dietary

intakes and exposure, making it difficult to apply the results widely. The Codex system

and its parent agencies have recognized the need to include data from a broader range

of countries in order to develop a universal data set. The problem, however, is that in

•n i.__j :J
-rations led to a recommendation of the Joint

"Many sources of both uncertainty and variability exist in the process of risk

assessment of food-borne hazards to human health. Explicit consideration

should be given to uncertainty and variability in the risk assessment process so

that these may be taken into account in the formulation of risk management

policies."

Value judgements and policy choices in risk assessment may be divided into three

Internal dynamics. Carrying out a scientific risk assessment requires a host of value

judgements. For example, hazard identification in food safety may be confined to

well-characterized outcomes such as mortality and morbidity associated with known

•’ FACVWHO 1995. Reftori of an Expert Consultation on Application of Risk Analysis to Food Standards Issues. Geneva,

13—1 7 March 1995. VVHOTNU/FOS/95. 1 Geneva.

RISK ASSESSMENT

the interpretation of available data. Furthermore, only a few countries currently

most cases there are no data that allow such a quantification to be made.

types.
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mechanisms of toxicity or disease processes. Or, the scope of hazards considered can

be expanded to include less well-characterized, or even unknown and unforeseen,

outcomes. If people exposed to even a small chance of harm see little personal benefit

from the circumstances of their exposure, they may prefer a relatively expansive

interpretation of hazards.

Even when hazards are well characterized, the decision to use a given data set

reflects an implicit assumption that extrapolation from the population base from

which data are collected can be made to the population actually exposed to the hazard.

The problems that can arise in making inferences from, for example, animal studies to

human populations, or in extending observed segments of a dose-response curve to a

lower level of exposure are well documented in the food safety literature. In the

international context, exposure estimates from certain (usually developed) countries

often must be extrapolated to populations with very different food intake patterns in

countries where residue data are scarce. The response to such problems often reflects

an ethical judgement about the level of precaution that should be incorporated into a

risk assessment. The general philosophical approaches of optimization and informed

consent can underlie contrasting attitudes about the way such issues should be

addressed. If, for example, one thinks that it is particularly important not to subject the

rights of vulnerable groups - such as child-bearing women or young children - to a

trade-off against benefits for the majority’, at least two stances may be adopted, based

on optimization and informed consent. On the one hand, one may be more likely to

incorporate assumptions and scenarios or rely on data that suggest higher levels of

risk. On the other hand, one may use less conservative scientific parameters, and plan

instead to recognize the differing segments of consumers bv labelling the final product

so as to warn those at greater risk.

For some key areas of food safety, ethically difficult questions must be addressed

before one can begin to undertake a risk assessment. For many hazards, one must

estimate exposure based on assumptions about whether best practice and intended

product use represent a realistic approximation of actual exposure. Sometimes an

ambiguity in the way a risk is conceptualized becomes apparent only when fairly

technical decisions in risk assessment are formulated. For example, with respect to

genetically modified (GM) foods, the probability' of harm might be assessed relative

to all transformation events, even though many events are never developed into

commercial crops or food products. Alternatively, it might be assessed with respect to

only those transformation events intended to be introduced as foods, even though

there is a non-zero probability that transformations intended for animal feeds or

production of non-food items (such as drugs, biologies or industrial products) will

enter the food system. One’s final estimate of the aggregate risks associated with

genetic modification can vary considerably based on such choices in characterizing

the reference population forGM crops.
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The international model of risk analysis includes an element called risk assessment

policy which is defined as the "guidelines for value judgement and policy choices

which may need to be applied at specific decision points in the risk assessment

process"(FAO/WHO, 1997).’ Risk assessment policy, generally and in specific cases,

is developed by risk managers in consultation with risk assessors and with input from

stakeholders, and it is needed before a detailed risk assessment is undertaken. This

step of risk analysis offers an important context in which value choices in risk

assessment can be identified, clarified and examined.

It is not practical to recount here all of the value judgements, assumptions and policy

choices that arise in constructing a risk assessment in the food safety context. Risk

assessors are generally aware of the nature of these judgements, and there is an ongoing

debate as to the ethical standards that should be used in making them. One school of

thought is that there should be standard and consistent ways of making such

judgements that reflect a consensus view of professionals undertaking risk analyses. An

alternative position suggests that the burden of proof sought in a technical risk

assessment varies according to the risk management context. In some circumstances,

risk assessment policies may be fixed by statute or by the internal policies of an

organization. In other circumstances, the need to address specific public concerns may

militate in favour of assumptions specific to the context at hand. If, for example, there is

a great deal of public distrust of organizations carrying out the risk assessment, it may be

appropriate to be more conservative than usual when calculating exposure, while in a

more typical case, it may be appropriate to adopt more empirically based assumptions.

v
External pressures and demands. Because value judgements about which data to use,

how to extrapolate beyond observed data and how to merge findings using different

study methodologies can result in wide variations in the estimated degree of risk

associated with an activity or situation, risk assessors can be subjected to pressure and

demands to adopt assumptions or rely on data that interested parties believe will

favour their case. A specific problem is the availability of dietary exposure data

needed to estimate risks. Too often, data are available from only a few' countries and it

is not clear how the exposure estimates should be adjusted to assess risks in other

cultures and geographic regions.

External demands to adjust their assumptions and selection of data place risk

assessors in an interesting ethical dilemma. On the one hand, they feel that they must

resist such pressures in order to preserv e the objectivity and scientific integrity' of the

risk assessment. On the other hand, external groups can be a source of important

information about how to characterize hazards and how to develop studies that will

1 FAQ/WHO. 1997. Report of a Joint FAQ/WHO ConsultJtron on Risk Management and Food Safety. Rome, 27-31 January

1997. FAO Food and Nutrition Paper No. 65. Rome.
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ultimately be of the most use in the risk management process. This is an area of risk

assessment that has not been subjected to particularly explicit or thoughtful ethical

debate, much less case study analysis.

Transparency. Because of the technical complexity of most scientific risk assessments,

value judgements employed in developing the analysis can be very difficult for

outsiders to recognize and discern, much less to evaluate in light of their own values

and interests. As a result, key elements in the ethics of risk assessment can be

functionally hidden from view, and groups who lack the technical expertise to

contribute data to or participate in such analyses can be effectively (if perhaps

unintentionally) excluded from this critical decision-making process. For example,

many developing nations lack scientific expertise to participate or cannot devote

resources to the data collection and analysis involved in scientific risk assessment.

This situation can, in turn, create distrust in the results of a risk assessment. There is

thus an ongoing need to make transparent the judgements and choices in a scientific

risk assessment, and to increase the technical capacity of parties (which are typically

excluded) to participate actively in risk assessment.

RISK MANAGEMENT

Risk management is, according to the 1997 FAO/WHO Consultation:

"The process of weighing policy alternatives in the light of the results of risk

assessment and, if required, selecting and implementing appropriate control

options, including regulatory measures."

Consensus international food safety regulations have important implications for

trade:

"The food standards, guidelines and other recommendations of the Codex

Alimentarius Commission are considered by the WTO to reflect international

consensus regarding the requirements for protecting human health from food*

borne risk. (...) While the adoption and application of Codex standards remain

technically non-mandator)', failure to apply Codex standards creates the

potential for dispute if a Member applies standards that arc more restrictive of

trade than necessary to achieve required levels of protection."

Risk management may be examined with regard to several value dimensions. Risk

management is iterative and overlaps with elements of risk assessment and risk
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communication. Nevertheless, it is useful to distinguish value judgements in risk

management that tend to be made before a technical risk assessment is carried out -

or at least in conjunction with the early stages of the risk assessment - from those that

tend to be made once a more scientifically complete understanding of risk is available.

Starting the risk analysis

Value judgements play a central role in triggering the decision to engage in risk

analysis. The fact that a risk analysis is being conducted reflects a judgement that the

risk arising from some sort of hazard is non-routine and needs to be assessed. The

triggering circumstance for a specific risk analysis is potentially of great ethical

significance. The fact that a risk analysis is being done often reflects a prior judgement

that some person or group should take action to reduce the likelihood or severity of

harm. It reflects the judgement that someone should provide potentially affected

parties with an opportunity to give or withhold consent, or that there is someone who

could be held responsible for harms that might eventually ensue. Each of these

"shoulds' and "coulds' can be understood to have an ethical, and sometimes legal,

connotation. In this context, the ethically laden question of how much precaution is

necessary comes up repeatedly and often plays a decisive role.

These possibilities mean that the decision to conduct a risk analysis is not

undertaken out of idle scientific curiosity. It is one in which prior ethical

understandings of the roles and responsibilities of both private sector stakeholders and

government agencies are deeply embedded. Furthermore, in almost all situations,

some groups will want the risk analysis carried out with the expectation that it may

lead to new risk management activities, while others' interests may be served by

continuing the status quo.

The triggering of a risk analysis is thus one of the most deeply value-laden

dimensions of risk management. The triggering circumstance must be judged to be

important and to require a response. For example, in advance of any deliberate

characterization of hazards or attempt at quantification, the situation must be deemed

serious enough to warrant the cost of a risk analysis, given limited resources to pursue

such analyses. It may be useful to bear in mind that there is a difference between the

level of resources needed for a quick and qualitative risk assessment versus a detailed

risk assessment. Public expectations can also influence what triggers the need for risk

analysis. If the status quo is perceived to be one in which the food system is plagued

by hazards - as was the case in the early years of the twentieth century - new or novel

technologies may have less tendency to trigger risk analysis than in circumstances

such as prevailed at the end of the twentieth century, when the food safety system was

generally presumed to be working well.

Once the decision to engage in risk analysis has been reached, decisions must be

made as to:
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• whether a known hazard can be characterized and, if so, what potential harms and

unwanted outcomes are associated with it;

• who will participate in identifying and characterizing the hazard; and

• whether a preliminary characterization of alternative risk management options

might form the basis for a comparison of risks.

It will then be necessary to determine whether conducting a detailed scientific risk

assessment is the best way to proceed in dealing with the problem. But the iteration

between risk management and the hazard identification stages of technical risk

assessment can blur the distinction between the two. Just as factors such as novelty

and unfamiliarity influence the judgement that risk analysis should be undertaken in

the first place, previous studies, existing data and good scientific models can influence

judgement about w'hether launching a comprehensive risk assessment is likely to

improve significantly the knowledge base for coping with the situation. Finally, both

ethically and politically driven considerations can add urgency to the need for a

systematic response. Each of these parameters requires informed judgements and the

ultimate choices are often value laden.

Managing assessed risks

Risk management includes policies, actions and choices to reduce risk and protect

public health that might be undertaken by a variety of groups, including government

regulatory agencies, international standard-setting bodies, private sector firms, NGOs
and individuals in their capacity as consumers or citizens.

Avoiding or mitigating a given hazard is not necessarily the sole goal of risk

management. Risk management may also be undertaken to secure human rights, to

rectify inequities or to secure outcomes not directly related to food safety, such as

environmental quality, economic opportunity or protecting the interests of future

generations.

The goals of risk management and the manner in which risk management choices

are based on a scientific risk assessment are particularly influenced by the tension

between optimization and informed consent.

With the optimization approach, risk management often involves balancing the

scientifically estimated likelihood and degree of harm associated with the food safety

hazard (along with other costs or unwanted consequences) against the benefits

expected to follow from activities that reduce exposure to food safety hazards. Simply

put, it may be said that the risks are acceptable whenever benefits outweigh risk,

although in actual practice, optimization involves complex comparison of expected

costs and benefits associated with a number of possible options.

However, the informed consent approach dictates that the scientific risk assessment

is used not to determine the proper course of action in mitigating or accepting food

safety risk, but to provide a basis for activities intended to empower those who would
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bear the risks in question. Such activities include, at a minimum, identifying

populations at risk, informing risk bearers about the circumstances and offering them

an opportunity' to opt out of the circumstance for which their informed consent is being

sought. In such circumstances, allowing individuals or groups to choose which risks to

bear may be the appropriate risk management option (e.g. via informative labelling).

Risk management activities undertaken in response to problems of trust are

particularly sensitive to this tension. From the standpoint of optimization, once

governments or private sector stakeholders have lost the public's trust, the behaviour

of consumers, activists and media sources is much more likely to produce suboptimal

results than otherwise may have been achieved. From the standpoint of informed

consent, trust is a signal that groups and individuals have delegated to others their

authority to give and withhold consent. Once these decisions have been delegated,

maintenance of trust is critical to the entire legitimacy of food safety policy decision-

making, as people who cannot trust experts to exercise their rights of exit and consent

on their behalf have effectively been coerced into risk-bearing situations.

A number of specific activities in risk management might contribute equally well

to either of these ethical goals, optimization or informed consent. Involving affected

parties in decision-making can help experts ascertain the value that consumers and

citizens place on food safety risk reduction relative to other social outcomes, such as

economic opportunity and environmental quality. Thus risk management decisions

that are open to stakeholder involvement may be more capable of achieving optimal

trade-offs. The same opportunities for stakeholder involvement may contribute

directly to the empowerment of affected parties, which is a goal more consistent with

the framework articulated by informed consent. As such, the divergence between

these approaches should not be overstated. Nevertheless, the tension between

optimization and informed consent approaches can produce radically divergent

perceptions of the fundamental goals of risk management.

In practical application, a number of contingencies other than these overarching

principles may lead stakeholders towards actions and responses of a particular type.

The capacity of various governments, firms and individuals to carry out a proposed

programme of activities may sharply limit the potential for implementing idealized

versions of either optimization or informed consent. The degree and distribution of

costs from both administering and complying with policy may influence the framing

of a general strategy for risk management, as well as particular tactical responses.

A closer consideration of the difference between "strategy" and "tactics", in this

sense, follows.

• Strategy. The strategy chosen to cope with a given risk once it has been identified

and assessed raises a number of ethical issues, irrespective of the overall approach.

In devising a risk-management strategy, a risk manager needs to consider all of the

following: What constitutes an appropriate level of protection or an adequate
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signal of consent? What is the opportunity cost of a given risk management

strategy? Are there particularly vulnerable populations and, if so, should the

strategy aim to provide them with additional protection? Will these strategies hold

up in court if challenged? How much of an error margin is acceptable? How will

non-tariff trade barriers be avoided?

• Tactics. Once a general strategy is adopted, specific tactical questions inevitably

arise. For example, labelling might be chosen as a means either to mitigate risk

exposures (a goal consistent with optimization) or as a mechanism of information

and exit (a goal more consistent with informed consent). In either case, however,

the specific design and content of the label can be subjected to additional ethical

questions about effectiveness, truthfulness and enforcement. Tactical questions

also include choices about technical procedures and equipment to measure

conformity to standards arising from risk analysis. Choices about equipment have

distributive economic consequences; they raise questions aboutwho decides and

whether alternative (including low cost) means are available for meeting a given

standard, as well as other costs of compliance. For example, pH may be measured

for a small sum with a portable test kit or at great cost with highly sophisticated

machinery. If the latter is required in order to meet standards, then those

individuals or firms unable to purchase the sophisticated equipment may be put

out of business in the name of food safety.

Again, the overarching tension between optimization and informed consent can

strongly influence the way that these questions are addressed. On the one hand,

considerations reflecting the desire to optimize the trade-off between costs and benefits

may lead one to evaluate such questions in light of the efficiency with which alternative

management practices deliver the desired level of exposure to a food-borne hazard. On

the other hand, since a goal of informed consent is to empower those who are exposed

to risk, questions about "who and how" might be evaluated more in terms of the way

that risk bearers themselves occupy key decision-making roles.

Risk management must also be sensitive to ethical issues that arise in connection

with equity. While equity issues are not uniquely associated with food safety, these

considerations cannot be ignored by policy-makers. Equity considerations include the

following.

• The balance of power among the various stakeholders in the risk analysis and

what is at stake for each group in a given risk analysis. The relevant parties

include, for example, members of various disciplines, delegatiorrs from various

nations, non-governmental sectors and firms.

• Participation (or lack thereof) of developing nations in risk management decisions

at the international level.

• Distribution of costs and benefits across nations, within nations, among various

ages/genders/incomes/ethnicities, etc.
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• The impact of a decision on future generations. Care must be taken so that future

generations inherit a better, safer world and are not burdened with an endless

need to mitigate the negative impacts of our actions.

Equity is crucial in the consideration of ethical issues related to food aid and the

right to food (discussed later in this report). One significant element of equity in food

safety policy concerns the potential consequnces of standards derived from risk

analysis, such as the creation of non-tariff trade barriers. Some food safety standards

can have the practical effect of denying access to world markets, particularly by food

producers from poor countries or from regions lacking technical expertise. If the effect

of a food safety standard is to deny access to world markets, particularly by food

producers from poor countries or from regions lacking technical expertise, the need

for such inequitable standards should be clearly demonstrated by an appropriate risk

assessment.

RISK COMMUNICATION
m

The FAO/WHO Expert Consultation on Risk Communication recommends the

following definition of risk communication (FAO/WHO, 1998):'

"Risk communication is the exchange of information and opinions concerning

risk and risk-related factors among risk assessors, risk managers, consumers

and other interested parties. (...) Effective risk communication should have

goals that build and maintain trust and confidence. It should facilitate a higher

degree of consensus and support by all interested parties for the risk

management option! s) being proposed. (...) The Consultation considered that

the goals of risk communication are to ( ... ) foster public trust and confidence in

the safety of the food supply; (...) exchange information, attitudes, values,

practices and perceptions of interested parties concerning risks associated with

food and related topics."

As suggested by the quoted passage, there are many forms of and contexts for food

safety risk communication. The need for interactive communication among parties in

risk analysis and the value of such communication in establishing the basis for

decisions is addressed in some detail in the FAO/WHO report.

Risk communication about food hazards, risk assessments and risk management

should take as its primary' point of reference the perspective of those affected by the

4 FAOWHO. 1 998. Report of .1 joint FAOM'HO Expert Consultation on Application of Risk Communication to Food Standards

and Safety Matters. Rome, 2-6 February 1998. Geneva, WHO.

&
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risk. Risk communication should address the question of "Is this food, with these

known risks, safe?". The concept of safe in popular language differs from the concept

of safe among food scientists. In day-to-day language, "safe" is defined (Shorter

Oxford English Dictionary) as:

"Safe: Free from danger; secure; free from risk, not involving danger; not likely

to cause harm or injur}'.''

This definition of "safe" highlights the value of "trust" in relation to our perception

of food safety. When we have trust in the safety of food, we do not think of the

potential risks involved in consuming it. From the perspective of the food safety

system, however, it is important to remember that food, although it is considered

"safe", is never totally risk-free.

The goals of communication

In both ethical approaches discussed in this report - optimization and informed consent

- communication is critical in establishing a better understanding of scientific processes

involved in risk analysis and facilitating better interactions among all interested parties.

From an optimization perspective, risk communication is a means to an end. Under the

informed consent approach, successful non-directive communication is the primary

goal of a strategy that seeks not to influence, but to inform and empower.

Since the most difficult issues in food safety decisions generally involve competing

values and interests, it follows that much of the risk communication in food safety

policy-making should focus on the value and ethical dimensions of the decision.

Parties (food safety regulators, food industry, food trade, consumers) interested in

food safety policy decisions may hold two views of associated risk communication

concurrently. They may believe there is a lack of openness and transparency in

decision-making, which may pose barriers to their effective participation in the

process or to their acceptance of its results. Also, it may often seem that there is a

surfeit of information that is not always easy to understand.

The information an individual needs about food safety may vary over time and

circumstance. For example, when there is a change in lifestyle, when there are

extraordinary events such as a crisis or food-borne illness outbreak or when a matter

becomes a cause celebre, an individual's information needs may change. A range of risk

communication strategies should be developed anticipating unforeseen events and

should be sensitive to the changing circumstances of the recipients of the information.

The interactive nature of risk communication between and among decision-

makers and stakeholders emphasizes the need for communication to be effective and

embedded in all the steps of risk analysis - not just added at the end to offer a

retrospective of past events. It also requires all interested and involved parties with a
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role in any stage of the risk analysis to understand and apply an ethical approach to

their actions in communicating food risks. Some of those ethical dimensions are

elaborated below.

Individuals. Individuals can participate in the risk communication process either as

individual citizens or as members of consumer organizations. Individual citizens

require that:

• any perceived information asymmetry be redressed to facilitate their participation

in the debate on food safety;

• their right to information be respected so that they are able to make informed

choices;

• information be available currently if it can affect decisions that will have an impact

many years later; and

• information be available if, when and where it is needed to enable them to

influence important decisions being made at all stages of the risk analysis.

While there is a need to democratize the communication process, not all consumers

may wish to be encumbered at all times with detailed risk analysis information, nor

do all consumers have the capacity to interpret and use masses of information.

The ethical issues that arise for consumer organizations include the need to be

transparent in matters relating to their funding and to ensure that it is clear whom

they represent when they act as spokespersons on food safety and related ethical

concerns. In particular, the voices of consumers from the developing countries have

been under-represented in international food safety governance, and the neEsd to build

capacity for consumer participation at both national and international levels is widely

recognized.

Risk managers

While everyone in the food safety system has a role in managing risks, we refer here to

the professional risk manager within a public food safety authority. Risk managers

have an interactive and iterative partnership with risk assessors, to ensure that

complete and appropriate scientific information is available to support risk

management decisions. Risk managers also are responsible for ensuring that affected

stakeholders have opportunities to participate at appropriate points in the risk

analysis process, and that the valuable information provided by these participants is

effectively weighed in choosing among risk management options. The risk manager

also communicates with individual consumers by participating - as part of a public

authority - in national food information programmes. The manner of delivery and the

effectiveness of such information programmes should be reviewed and evaluated

periodically. Effective management of each of these aspects of risk communication is

crucial for maintaining trust in the food safety system and achieving optimal results

from risk management strategies.
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Risk assessors

Risk assessors must recognize the challenge that scientific terminology and language

can pose to non-scientists involved in risk analysis. Risk assessors also face particular

problems in attempting to communicate explicitly about the value judgements used

in scientific enquiry, the uncertainties associated with the risk assessment process and

the presentation of data. Iterative communication by risk assessors with risk

managers and other interested stakeholders - and in particular the development of

risk assessment policy as an essential step in risk analysis - are important ways of

clarifying and reaching agreement on the scientific and policy judgements that guide

and are reflected in a risk assessment.

Researchers

Modem science is based on research. Risks associated with new products of applied

research may trigger the need for a food safety risk analysis, and knowledge

generated by research is essential for effectively completing a risk analysis. In the

latter case, researchers, particularly in the fields of health and food sciences, can

contribute throughout the process. Ethical concerns for the researcher arise in

interpreting and presenting research data, and may also arise with respect to the

setting of national research agendas and the extent ofpm bono research. Research into

the actual communication processes employed throughout risk analysis is also

relevant.

The agrifood industry

The agrifood industry (including input suppliers, producers of agricultural products,

food processors, food service organizations, producer and industry organizations and

food retailers) engages in risk communication through keeping quality assurance

records, interactions with government regulatory' agencies, and communication with

the consumer through product labels, among other processes. It also is an important

stakeholder and participant in all stages of risk analysis and in other activities, such

as lobbying for particular food laws and advertising its products and services. In so

doing, the food industry needs to address a range of ethical values including trust,

truthfulness, fairness and transparency.

The media

The media (radio, television and printed and electronic media), as the industry of

communication, are significant, if not primary, sources of public information on food

safety risks. The media are highly effective at delivering information to large numbers

of people in easily understood forms and at overcoming barriers of language, level of

education and cultural appropriateness. However, by their very nature, the media

may sometimes oversimplify or sensationalize information to attract an audience, and
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may intentionally or accidentally mislead the public about food-related hazards.

Mechanisms are needed to enhance media communicators' understanding of the

science and values of a risk assessment and of the risk analysis framework. Also

needed are training programmes for regulatory officials and other participants in risk

analysis, to enhance their ability to communicate effectively with the media.

As the international food safety system comes to terms with its need and

responsibilities for risk communication, several considerations should be kept in

mind. First, communication should be structured to ensure that ethical components

of food safety decisions are clearly identified as early as possible. Second, the system

should function so that value-laden choices made by risk managers are made in an

open, participatory process that respects the rights and roles of all stakeholders.

Following such a strategy will not necessarily make food safety risk analysis more

efficient, as dealing with all difficult questions may be time-consuming. But a strategy

more sensitive to ethical issues should make food safety risk analysis more effective,

by making decisions sounder, more transparent, more democratic and better

understood. This, in turn, should make risk analysis decisions more acceptable to, and

useful for, the governments and citizens of all nations. •
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The right to

adequate food

and food aid

i
mportant ethical questions regarding food

go well beyond food safety policy. Although

most of these questions are clearly well

beyond the scope of this Expert Consultation,

food safety is strongly linked to food security.

Value judgements in food safety decision-

making can remain implicit until necessity, borne

of crisis, demands their exploration. We are often

faced with significant value judgements in

famine or food shortage situations where the

focus is on providing food to ensure the very' survival of a population. In these

extreme circumstances, the discussion of other values is eclipsed by the quest for food.

It is important to reflect on the values that apply to food safety systems generally and

see what practical implications these have for handling food safety in situations where

people's access to adequate food is at risk. Such reflection helps to improve forward

planning to ensure that ethical questions are not overlooked even in crisis situations

where there is a need to react confidently, correctly and quickly.

RIGHT TO ADEQUATE FOOD

The human right to adequate food is recognized in several instruments under

international law. The General Comment No. 12 on the Right to Adequate Food

adopted by the UN Committee on Economic, Social and Cultural Rights (CESCR)

affirms that the right to adequate food is indivisibly linked to the inherent dignity of a

human being and indispensable for the fulfilment of other human rights. The General

Comment also asserts that such food should be safe ("free from adverse substances")

and acceptable within a given cultural context. The right to food implies the right to

produce or procure the food one needs, and it demands that those who for reasons

beyond their control are unable to do so be provided for. The right to adequate food

is thus relevant to all consumers and farmers, as well as to those who are unable to

produce or procure their own food. In this last instance, international law recognizes

that everyone, at the very' least, must be given enough food to ensure their freedom

from hunger. This right may be fulfilled through food aid and through assistance that

enables people to become consumers and farmers.

The most important implication of the right to adequate food is that states and

peoples must be supported to be able to address situations of food insecurity

themselves. The right to adequate food should not primarily be regarded as a right to

receive a specific type of food aid, but rather as a right to be supported in creating one's
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own food security. Following on from this, support to address sustainable food security

must also include ensuring capacity to have food that is both safe and nutritious.

The Expert Consultation maintains that the right to informed consent should apply

equally to all citizens. In food aid situations one cannot disregard the identity and the

self-esteem of the people involved. This implies that foodstuffs given to recipients in

situations of crisis should respect their social, cultural and religious norms of what is

edible and what is inedible. Donor agencies must ensure that they are well informed

on the policies, applicable safety standards and cultural preferences of the recipient

countries.

INTERNATIONAL FOOD AID
9

Although the right of every human being to be free from hunger is a fundamental

human right, food insecurity remains a horrendous reality. The current world

situation clearly does not allow all countries and people to ensure their own food

security. In 2001, the World Food Programme (WFP) alone provided food relief to

77 million people. This food aid was mostly given to people in crisis situations,

distressed and often displaced. In addition, much long-term food aid is provided on a

concessional basis.

If food aid is provided in the context of crisis situations, it is important to see how

the ethics of the food safety system are applied. To address food safety concerns of

people in situations of distress in a trustworthy way, donors must face the fact that

people in these situations have substantial reasons for general distrust.

International food aid, as an international allocation of foodstuffs, should therefore

be subject to the same food safety standards as foodstuffs moving in international

trade. It is sometimes claimed that upholding safety standards that apply to trade

during a food crisis hurts the starving population and may thus violate their right to

adequate food. The Expert Consultation did not believe a "double standard" was

justified. Food aid professionals are confident that in most cases, compliance with

international food safety standards is achievable. Providing food that does not meet

international safety standards exposes a vulnerable population to unnecessary risks

and creates or exacerbates distrust. However, deterioration in the quality and possibly

the safety of donated food often takes place after food aid has reached the recipient

country since, in food crisis situations, storage and transportation facilities and quality

assurance measures are generally suboptimal. Sustainable infrastructure and capacity

at the local level also need to be established and maintained to ensure that adequate

and safe food reaches the people who need it.

Recent discussions on the use ofCM crops for food aid demonstrate that there are

not yet applicable international food safety standards for all situations. In cases where
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clear international food safety guidelines are lacking, donor countries should apply

theirown food safety standards or the standards of the recipient countries, whichever

provides the higher standard. It is clear that recipient countries have the right to refuse

food aid where they question its safety or cultural acceptability.

The Expert Consultation, however, noted that donor countries must assume

responsibility for ensuring that ethical considerations are adequately addressed and

should be able to demonstrate this to recipient countries. It could be too much to ask

the government of a country in a food crisis either to trust the food safety assurance

of donor countries (despite the heated debates in certain other countries) or to decide

not to permit entry of the contested foodstuffs that could provide much needed relief

for its citizens. Donor countries should ask themselves whether it is acceptable to

burden recipient countries with such a dilemma in a crisis situation. In the view of the

Expert Consultation, if food aid is available that does not create ethical dilemmas for

recipient countries, donor countries are obliged to offer these food products as aid.

International rules and codes of conduct exist to ensure, among other things, that

food safety is guaranteed in food aid. Such instruments, however, should be made

more explicit and better known. It is the responsibility' of the donor agencies to know

the ethical, as well as the safety, status of food products contained in each

consignment.

In the context of food aid, specific questions of trust and informed consent become

paramount. Informed consent without choice is impossible, and trust is very difficult

to achieve in situations where people are facing starvation. These values, therefore,

need to receive adequate attention in the context of planning for food aid. These

difficult questions regarding food safety' and food aid will remain pressing until the

right to food is taken more seriously by the global community and until there is

concerted international effort towards helping countries to ensure adequate and safe

food supplies sustainably for their citizens. •
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Recommendations T"1 he Expert Consultation recognized the

• I role of value judgements in triggering

risk analysis and further recognized

that making such decisions is one of the most

value-laden dimensions of risk management.

The Expert Consultation recognized the

importance of science as a basis for food safety policy. It is nevertheless clear that food

safety decisions cannot be based on science alone. Objective scientific analysis must be

embedded in a broader decision-making process and it cannot answer all necessary

questions. The Expert Consultation agreed that science is not separate or divorced from

ethics, as it is premised on a series of decisions and interpretations, each coloured by

values.

The interaction between science and ethics for the most part operates smoothly, but

the value and ethical components of food safety risk analysis are often less than

transparent. The lack of transparency and the resulting inability to examine and discuss

the implicit value decisions can undermine the credibility of the food safety system.

Therefore, the Expert Consultation emphasizes that in order to enhance and maintain the

credibility and integrity of those derisions, there is a need to be more explicit about

broader social, cultural, environmental and other values that are inevitably incorporated

in science-based food safety decisions.

The Expert Consultation recommended the following.

L The ethical and value dimensions of food safety policy be explicitly addressed in order

to have an informed and balanced discussion of these dimensions. This implies that

• international food safety organizations make clear that science, while an important

tool, is not sufficient in itself for food risk analysis and that it needs to operate

within an ethical framework;

• international food safety organizations develop and adopt procedures that are

directly and explicitly oriented to discussions and debate over the ethical

dimensions of their food safety policies with the continued and increased

participation of the affected private sector and international NGOs;

• the work of this Expert Consultation be advanced byFAO and WHO through their

initiation of an internal review of food safety decision-making processes, with

the aim of defining the ethical components of their food safety policy decisions;

and that

• the Code of Ethics for International Trade in Food be finalized as a matter of

priority.

n. Discussion and decision-making on these ethical and value dimensions be

transparent for interested parties, participatory in design and characterized by good

communication among all interested parties. This implies that:
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• risk managers and risk assessors operating at national, international or

organizational levels ensure that their risk analysis procedures contain effective

means of outreach and inclusiveness to the affected stakeholders;

• the risk communication practices of risk assessors and risk managers operating

at national, international and organizational levels include strategies to

facilitate access to these risk analysis processes, in order to enable both public

scrutiny and improve substantive results;

• international food safety organizations adopt procedures that facilitate

communication among risk managers, risk assessors and interested

stakeholders, in particular through the development of risk assessment

policies; and

• international food safety organizations continue to expand the involvement and

participation of private sector and international NGOs in consultative and

decision-making fora and meetings.

III. In order to participate equitably in ethical and scientific discussions in the food

safety system, the capacity of the involved or affected parties has to be built. This

implies that:

• international food safety organizations and other relevant bodies stimulate

capacity building in developing countries to enable them to participate

effectively in international expert bodies and standard-setting organizations;

and that

• international food safety organizations stimulate capacity building in Member

States to incorporate into risk analysis processes both the definition and

justification of ethical and value judgements and the application of science.

IV. The right to adequate food is the right to food that is safe, nutritious and culturally

acceptable. This implies that:

• the right to adequate food should not primarily be regarded as a right to receive

food aid, but as a right to be supported to create one's own food security,

including the capacity to make and enforce sound food safety decisions;

• the same international food safety standards that apply to foods traded

internationally should apply to food aid;

• donor countries giving food aid must adhere to an ethical framework that does

not impose a double standard where food safety is compromised - or preclude

the right of recipient countries to opt out - and that respects the culture, religion

and food-related traditions of the recipient country; and that

• food aid does not impose on recipient countries ethical dilemmas regarding

potential trade-offs between the need to feed a population and safety or other

important national concerns. •

I
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•

Statements of Principle Concerning the Role of Science

in the Codex Decision-Making Process and the Extent

to Which Other Factors are Taken into Account

The food standards, guidelines and other recommendations ofCodex Alimentarius

shall be based on the principle of sound scientific analysis and evidence, involving

a thorough review of all relevant information, in order that the standards assure

the quality and safety' of the food supply.

When elaborating and deciding upon food standards Codex Alimentarius will

have regard, where appropriate, to other legitimate factors relevant for the health

protection of consumers and for the promotion of fair practices in food trade.

In this regard it is noted that food labelling plays an important role in furthering

both of these objectives.

When the situation arises that members of Codex agree on the necessary level of

protection of public health but hold differing views about other considerations,

members may abstain from acceptance of the relevant standard without necessarily

preventing the decision by Codex.

Criteria for the Consideration of the Other Factors Referred

to in the Second Statement of Principle

m

When health and safety matters are concerned, the Statements of Principle

Concerning the Role ofScience and the Statements ofPrinciple Relating to the RoleofFood

Safety Risk Assessment should be followed.

Other legitimate factors relevant for health protection and promotion of fair trade

practices may be identified in the risk management process, and risk managers

should indicate how these factors affect the selection of risk management options

and the development of standards, guidelines and related texts.

Consideration of other factors should not affect the scientific basis of risk analysis;

in this process, the separation between risk assessment and risk management
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should be respected, in order to ensure the scientific integrity of the risk

assessment.

It should be recognized that some legitimate concerns of governments when

establishing their national legislation are not generally applicable or relevant

worldwide.'

Only those other factors which can be accepted on a worldwide basis, or on a

regional basis in the case of regional standards and related texts, should be taken

into account in the framework of Codex.

The consideration of specific other factors in the development of risk management

recommendations of the Codex Alimentarius Commission and its subsidiary

bodies should be clearly documented, including the rationale for their integration,

on a case-by<ase basis.

The feasibility of risk management options due to the nature and particular

constraints of the production or processing methods, transport and storage,

especially in developing countries, may be considered; concerns related to

economic interests and trade issues in general should be substantiated by

quantifiable data.

The integration of other legitimate factors in risk management should not create

unjustified barriers to trade;* particular attention should be given to the impact on

developing countries of the inclusion of such other factors. •

s Confusion should be avoided between justification of national measures under the Application of Sanitary and

Phylosanitary Measures (SPS> and Technical Barriers to Trade iTBTi Agreements and their validity at the international

level.

4 According to NATO principles, and taking into account the particular provisions of the SPS and TBT Agreements

41

Copyrighted material



An increasing number of interdisciplinary activities

related to ethics are being undertaken by the Food

and Agriculture Organization of the United Nations

(FAO). FAO Readings in Ethics is a new series, which

brings together the results of such activities, carried

out as an integral part of the Organization's regular

programme of work. The series complements the

FAO Ethics Series and the Reports of the Panel of

Eminent Experts on Ethics in Food and Agriculture.

Freedom from hunger has been designated as a

fundamental human right. Food safety is an intrinsic

part of the concept of the right to adequate food.

In situations of food crises is it ethically acceptable

that food safety standards be lower for food aid than

for food trade? The Report of the FAO Expert

Consultation on Food Safety: Science and Ethics,

which was held from 3 to 5 September 2002, discusses

the question in depth.
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